
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
Rockville, MD 20857 

February I,2005 

William L. McComb 
- McNeil Consumer & Specialty Pharmaceuticals 

7050 Camp Hill Road 
Fort Washington, Pennsylvania 19034 

Dear Mr. McComb: 

Your petition requesting the Food and Drug Administration to approve 
Professional labeling for aspirin dosing in order to specify the more favorable 
benefit/risk profile of aspirin doses of 75-150 mg/day for secondary 
cardiovascular prevention, 5-l 50 mg/day for secondary cerebrovascular 
prevention, was received by this office on 02/01/2005. It was assigned docket 
number 2005P-0048/CPl and it was filed on 02/01/2005. Piease refer to this 
docket number in future correspondence on this subject with the Agency. 

Please note that the acceptance of the petition for filing is a procedural matter in 
that it in no way reflects an agency decision on the substantive merits of the 
petition. 

Sincerely, 

hennie C. Butler, Director 
Division of Dockets Management 
Office of Management Programs 
Office of Management 


